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DETAILED ACTION 

1 . Claims 1,4-11 and 21-23 are all the pending claims for this application. 

2. Claims 1 and 9-1 1 were amended in the Response of 12/19/09. 

3. Withdrawn Claims 1 2-1 9 are cancelled as set forth below. 

4. Claims 1,4-11 and 21-23 are all the pending claims under examination. 

Information Disclosure Statement 

5. The IDS of 10/2209 and 1/29/10 have been considered and entered. The initialed 
and signed 1449 forms are attached. 

Withdrawal of Objections 
Claim Objections 

6. The objection to Claims 9 and 10 is withdrawn in view of having been amended 
to recite "and said method comprises processing". 

Withdrawal of Rejections 
Claim Rejections - 35 USC § 112, second paragraph 

7. The rejection of Claims 11 and 21-23 under 35 U.S.C. 112, second paragraph, 
as being incomplete for omitting essential steps for the relationship between steps a) 
and b) of Claim 1 1 is withdrawn. 
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Applicants have amended claim 1 1 to recite that the histone acetylation level is 
directly correlated with the extent of the antibody binding to the sample in the contacting 
step of b). 

8. The rejection of Claims 1 and 4-10 under 35 U.S.C. 112, second paragraph, as 
being incomplete for omitting essential steps for the relationship between steps a) and 
b) of Claim 1 withdrawn. 

Applicants have amended claim 1 1 to recite that the histone acetylation level is 
directly correlated with the extent of the antibody binding to the sample in the contacting 
step of b). 

9. The rejection of Claim 1 0 for the recitation "a further sample obtained from tissue 
affected by the disorder which has been contacted with an HDAC inhibitor" is withdrawn 
in view of the amendment to delete the term "further" from the claim. 

1 0. The rejection of Claim 1 1 in lacking antecedent basis for the limitation "said 
HDAC inhibitor" is withdrawn in view of the amendment to correct the antecedency. 

1 1 . The rejection of Claim 21 in lacking antecedent basis for the limitation "wherein 
the conjugate comprises a radioactive compound" is withdrawn. 

Applicants have correctly pointed out the conjugate in element 3 of generic claim 

11. 
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12. The rejection of Claim 22 in lacking antecedent basis for the limitation "wherein 
the conjugate comprises a chemotherapeutic or cytotoxic agent" is withdrawn. 

Applicants have correctly pointed out the conjugate in element 3 of generic claim 

11. 

1 3. The rejection of Claim 23 in lacking antecedent basis for the limitation "wherein 
the conjugate is released by proteolytic cleavage" is withdrawn. 

Applicants have correctly pointed out the conjugate in element 3 of generic claim 

11. 



EXAMINER'S AMENDMENT 

14. An examiner's amendment to the record appears below. Should the changes 
and/or additions be unacceptable to applicant, an amendment may be filed as provided 
by 37 CFR 1 .312. To ensure consideration of such an amendment, it MUST be 
submitted no later than the payment of the issue fee. 

Authorization for this examiner's amendment was given in a telephone interview 
with Mr. Sagun KC on 2/25/10. 

The application has been amended as follows: 

Claim 1 . (Currently Amended) A method for the diagnosis of T or thie prognosis of 
a treatment ofr for a disorder with an HDAC inhibitor comprising 
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(a) contacting a sample obtained from a tissue affected by the disorder with a 
monoclonal antibody which is 

(1) monoclonal antibody T25 which is obtainable from the cell line G2M-T25- 
H4ac deposited at DSMZ (accession no. ACC2578) : or 

(2) monoclonal antibody T52 which is obtainable from the cell line G2M-T52-ac 
deposited at DSMZ (accession no. ACC2579) : 

wherein each of said T25 or T52 monoclonal antibody is capable of binding to 
acetylated histone but not to deacetylated histone; and 

(b) determining the level of histone acetylation in the sample with said T25 or 
said T52 antibody; 

wherein lowered level of histone acetylation in said sample compared to that of a 
reference sample is indicative that said disorder is treatable with said HDAC inhibitor. 

Claim 4. (Currently Amended) A method according to claim 1 wherein the 
antibody is the antibody T25 which is obtainable from the cell line G2M-T25-H4ac 
deposited at DSMZ (accession no. ACC2578) . 

Claim 5. (Currently Amended) A method according to claim 1 wherein the 
antibody is the antibody T52 which is obtainable from the cell line G2M-T52-ac 
deposited at DSMZ (accession no. ACC2579) . 
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Claim 7. (Currently Amended) A method according to claim 6 wherein the 
disorder is sk i n cancer, melanoma, estrogen receptor-dependent and independent 
breast cancer, ovarian cancer, testosterone receptor-dependent and independent 
prostate cancer, rona l cancer, colon and colorectal cancer, poncroat i c cancor, b l adder 
canc e r, e sophag e a l canc e r, stomach cancer, gen i tour i nary canc e r, gastro i nt e st i na l 
cancor, utor i no cancor, astrocytomas, g li omas, basa l concor and squamoous co ll 
carc i noma, sarcomas as Kapos i 's sarcoma and ost e osarcoma, head and neck cancer, 
small cell and non-small cell lung carcinoma, leukemia, lymphomas and other b l ood co ll 
canc e rs, or thyroid resistance syndrome. 

Claim 1 1 . (Currently Amended) A method for the classification of a tumor 
comprising 

(a) contacting a sample obtained from a tissue affected by the tumor with a 
monoclonal antibody which is 

(1) monoclonal antibody T25 which is obtainable from the cell line G2M-T25- 
H4ac deposited at DSMZ (accession no. ACC2578) : 

(2) monoclonal antibody T52 which is obtainable from the cell line G2M-T52-ac 
deposited at DSMZ (accession no. ACC2579) : or 

(3) a conjugate of (1 ) or (2); 

wherein each of said T25 or T52 monoclonal antibody is capable of binding to 
acetylated histonebut not to deacetylated histone; and 
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(b) determining the level of histone acetylation in the sample with said T25 or 
said T52 antibody; 

wherein lowered level of histone acetylation in said sample compared to that of a 
reference sample is indicative that said tumor is treatable with an HDAC inhibitor. 



Examiner's Statement of Reasons for Allowance 

1 5. The following is an examiner's statement of reasons for allowance: The method 
of determining whether a disorder is treatable with an HDAC inhibitor based on 
contacting a sample affected by the disorder with the T25 antibody or the T52 antibody 
in order to determine the level of histone acetylation where the disorder is the cancer 
species melanoma, breast cancer, ovarian cancer, prostate cancer, colon and colorectal 
cancer, stomach cancer, head/neck cancer, lung cancer, leukemia and lymphoma and 
thyroid resistance syndrome, is free from the art and enabled for use. 

Any comments considered necessary by applicant must be submitted no later 
than the payment of the issue fee and, to avoid processing delays, should preferably 
accompany the issue fee. Such submissions should be clearly labeled "Comments on 
Statement of Reasons for Allowance." 



Examiner's Note 

16. Marquard et al. (APMIS 1 16:382-392 (2008)) is a post-filing date NPL reference 
and is not cited as prior art but is considered pertinent to the instant claimed method as 
being enabling for using the T25 antibody in the method for correlating HDAC inhibition 
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with histone acetylation for the species of cancer: melanoma, breast cancer, ovarian 
cancer, prostate cancer, colon and colorectal cancer, stomach cancer, head/neck 
cancer, lung cancer, leukemia and lymphoma. 

Conclusion 

1 7. Claims 1,4-11 and 21-23 are allowed. 

18. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LYNN BRISTOL whose telephone number is (571)272- 
6883. The examiner can normally be reached on 8:00-4:30, Monday through Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry Helms can be reached on 571-272-0832. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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